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REMARKS 



At pages 2 to 8 of the Office Action, the Examiner sets forth a restriction requirement and a 
related election of species requirement. In setting forth the restriction requirement, the 
Examiner states that restriction to one of the following Groups is required under 35 USC 121, 
wherein a Group is a "set of patentable distinct inventions of a broad statutory category (e.g., 
compounds, methods of use, methods of making, etc)": 

I. Claims 1-15, drawn to a compound of formula I . . . 

II. Claims 16-21, drawn to a method of treating a disease or condition . . . 

III. Claims 22-23, drawn to a method of making a compound of formula I . . . 

In addition, the Examiner requires an election of a single disclosed compound and states that 
upon election of the single compound, "a generic concept, inclusive of the elected compound, 
will be identified by the Examiner for examination" and that "the Office will review the 
claims and disclosure to determine the scope of the independent invention encompassing the 
elected compound", and that "Examination will then proceed on the elected compound AND 
the entire scope of the invention encompassing the elected compound will be determined." 

Applicants hereby confirm the election with traverse of Group I, Claims 1-15, with Example 
4 on page 21 as the elected species. Claims 1-4 and 15-23 read upon the elected species. 

Applicants appreciate the Examiner's indication that Rejoinder Practice (MPEP 821.04) is 
available in this application and that rejoinder of the non-elected process claims 
commensurate in scope with the allowed product claims will occur following a finding that 
the product claims are allowable. Applicants request that the non-elected process claims in 
this application (claims 16-23) be rejoined in the examination upon a finding that the product 
claims are allowable. 

At page 9 of the Office Action, the Examiner, following the methodology set forth previously 
by the Examiner at pages 4 to 5 of the Office Action, provides the Office's determination as 
to the "scope of the invention encompassing the elected compound" that will be subject to 
examination. The scope then set forth by the Examiner at page 9 is a newly created subgenus 
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that covers only a limited portion of the generic concept of the invention of formula (I) as set 
forth in claim 1 (corresponding to elected Group I). The scope set forth is limited in the R 1 , 
R 2 , R 3 , X and Y definitions. 

The Examiner then withdraws from further consideration all subject matter not within the "scope 
of the invention" as determined by the Office and set forth in the Office Action. The Examiner 
argues that the withdrawn subject matter is properly restricted as it differs materially in structure 
and element from the elected subject matter as to be patentably distinct therefrom. 

Applicants strongly traverse both the methodology and conclusions reached by the Examiner 
in setting forth the restriction and election of species requirements. 

First, Applicants regard as their elected invention the subject matter of Group I, claims 1-15, 
directed to the compounds of formula (I) and pharmaceutical compositions thereof. Likewise, 
the invention in the present application encompassing the elected species of Example 4 is the 
generic concept of formula (I) as set forth in claim 1 . Applicants respectfully submit that it is 
improper for the Office to make its own determination as to the scope of Applicants' invention 
encompassing the elected species and thereby refuse to examine the subject matter which 
Applicants regard as their invention. 

Second, the claims in the present application clearly cover compounds all having a common core 
structure - the substituted [6,7-dihydro-5//-imidazo[l,2-a]imidazole-3-sulfonyl]-pyrrolidine-2- 
carboxylic acid amide core: 
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In view of the core structure that is common to all the claimed compounds and the fact that the 
compounds share a common utility (as useful for treatment of inflammatory conditions), 
Applicants respectfully submit that the claims define a proper Markush Group of compounds 
having unity of invention. MPEP 803.02 clearly outlines the USPTO's standard procedure in 
the examination of Markush-type claims which can include independent and distinct inventions. 
Therefore, the USPTO's standard Markush Practice as outlined in MPEP 803.02 should be 
followed in this application. 

As specifically set forth in MPEP 803.02 (emphasis added): 

Since the decisions in In re Weber, 580 F.2d 455, 198 USPQ 328 (CCPA 1978) 
and In re Haas, 580 F.2d 461, 198 USPQ 334 (CCPA 1978), it is improper for 
the Office to refuse to examine that which applicants regard as their 
invention, unless the subject matter in a claim lacks unity of invention. In re 

Harnish, 631 F.2d 716, 206 USPQ 300 (CCPA 1980); and Ex parte Hozumi, 3 
USPQ2d 1059 (Bd. Pat. App. & Int. 1984). Broadly, unity of invention exists 
where compounds included within a Markush group (1) share a common utility, 
and (2) share a substantial structural feature disclosed as being essential to that 
utility. 

In view of the unity of invention that exists in this case, Applicants respectfully submit that the 
Examiner's approach in this application constitutes an improper refusal to examine that which 
Applicants regard as their invention and is inconsistent with prior case law and the USPTO's 
Markush Practice as outlined in the MPEP. Applicants strongly urge the Examiner to 
reconsider this unduly restrictive examination practice which is inconsistent with prior 
precedent and USPTO practice. 

In accordance with the USPTO's Markush Practice, if the elected species (Example 4) is 
found to be allowable in the present application, the search and examination should be 
extended to the non-elected species within the generic concept of formula (I). As stated in 
MPEP 803.02: "Following election, the Markush-type claim will be examined fully with 
respect to the elected species and further to the extent necessary to determine patentability.... 
should no prior art be found that anticipates or renders obvious the elected species, the search 
of the Markush-type claim will be extended." 
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In view of the above, Applicants respectfully request the Examiner to reconsider what 
Applicants believe is an unjustified and unduly restrictive examination practice and follow the 
standard examination practice applicable to Markush-type claims as outlined in MPEP 803.02. 
Moreover, Applicants respectfully submit that an examination of the entire scope of the present 
invention would not constitute an undue examination burden in view of the common core 
structure of the claimed compounds as set forth previously, the close structural similarity of all 
the claimed compounds due to this common core structure and the extensive computer-based 
searching tools available to the USPTO for chemical structure-based searching. 

II. Objections 

At page 10 of the Office Action, claims 1-15 are objected to for containing non-elected subject 
matter. 

Applicants strongly traverse this objection for the reasons as set forth above, and do not believe 
that they should be required to further delete subject matter since a proper Markush Group 
having unity of invention already exists in this case. The claims now cover only subject matter 
that Applicants regard as their invention - that is, substituted [6,7-dihydro-5//-imidazo[l,2- 
a]imidazole-3-sulfonyl]-pyrrolidine-2-carboxylic acid amide compounds embraced by formula 
(I). Applicants respectfully reserve the right to file a Petition to the Commissioner 37 CFR § 
1 . 1 8 1 to review the propriety of this objection in the event that this objection is maintained. 

In view of the above amendments and remarks, Applicants respectfully submit that this 
application is now in condition for allowance and earnestly request such action. 
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If any points remain at issue which can best be resolved by way of a telephonic or personal 
interview, the Examiner is kindly requested to contact the undersigned attorney at the telephone 
number listed below. 



Patent Department 
Boehringer Ingelheim Corp. 
900 Ridgebury Road 
P.O. Box 368 
Ridgefield, CT. 06877 
Tel.: (203) 798-4542 
August 30, 2004 



Respectfully submitted, 




Philip I. Datlow 
Attorney for Applicant(s) 
Reg. No. 41,482 



